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the  Union  and  ordered  to  be  printed 


Mr.  DiNGELL,  from  the  Committee  on  Energy  and  Commerce, 
submitted  the  following 

REPORT 

[To  accompany  H.R.  3097] 
[Including  cost  estimate  of  the  Congressional  Budget  Office] 

The  Committee  on  Energy  and  Commerce,  to  whom  was  referred 
the  bill  (H.R.  3097)  to  amend  the  Public  Health  Service  Act  to 
revise  and  extend  the  program  of  assistance  to  organ  procurement 
organizations,  and  for  other  purposes,  having  considered  the  same, 
report  favorably  thereon  with  an  amendment  and  recommend  that 
the  bill  as  amended  do  pass. 
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The  amendment  is  as  follows: 

Strike  out  all  after  the  enacting  clause  and  insert  in  lieu  thereof 
the  following: 

SECTION  1.  SHORT  TITLE. 

This  Act  may  be  cited  as  the  "Organ  Transplant  Amendments  Act  of  1987". 
19-006 
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SEC.  2.  ASSISTANCE  FOR  ORGAN  PROCUREMENT  ORGANIZATIONS. 

(a)  Additional  Grant  Authority.— Section  371(a)  of  the  Public  Health  Service 
Act  (42  U.S.C.  273(a))  is  amended— 

(1)  in  paragraph  (2),  by  inserting  "consolidation,"  after  "operation,"; 

(2)  by  redesignating  paragraph  (3)  as  paragraph  (4)  and  inserting  after  para- 
graph (2)  the  following  new  paragraph: 

"(3)  The  Secretary  may  make  grants  for  special  projects  designed  to  increase  the 
number  of  organ  donors.";  and 

(3)  in  paragraph  (4)  (as  redesignated  in  paragraph  (2)  of  this  subsection) — 

(A)  by  striking  "and"  at  the  end  of  subparagraph  (A); 

(B)  by  striking  the  period  at  the  end  and  inserting  ",  and";  and 

(C)  by  adding  at  the  end  the  following  new  subparagraph: 

"(C)  with  respect  to  carrying  out  paragraph  (3),  give  special  consideration  to 
proposals  from  existing  organ  procurement  organizations.". 

(b)  Limitations  on  Additional  Grant  Authority.— Section  374(b)(3)  of  the  Public 
Health  Service  Act  (42  U.S.C.  274(b)(3))  is  amended  in  the  first  sentence  by  striking 
"section  371"  and  all  that  follows  through  "organizations"  and  inserting  "para- 
graphs (2)  and  (3)  of  section  371(a)". 

(c)  Description  of  Organ  Procurement  Organization. — Section  371(b)  of  the 
Public  Health  Service  Act  (42  U.S.C.  273(b))  is  amended— 

(1)  in  paragraph  (1)(E) — 

(A)  by  striking  "size  which"  and  inserting  "size  such  that";  and 

(B)  by  striking  "will  include"  and  all  that  follows  through  "year"  and  in- 
serting the  following:  "the  organization  can  reasonably  expect  to  procure 
organs  from  not  less  than  fifty  donors  each  year"; 

(2)  in  paragraph  (2)(C),  by  striking  "372(b)(2)(D),"  and  inserting  the  following: 
"372(b)(2)(E),  including  arranging  for  testing  with  respect  to  preventing  the  ac- 
quisition of  organs  that  are  infected  with  the  etiologic  agent  for  acquired 
immune  deficiency  syndrome,"; 

(3)  in  paragraph  (2)(E)— 

(A)  by  inserting  "equitably"  after  "organs";  and 

(B)  by  striking  "centers  and";  and  (4)  in  paragraph  (2) — 

(A)  by  striking  "and"  at  the  end  of  subparagraph  (I); 

(B)  by  striking  the  period  at  the  end  and  inserting  ",  and";  and 

(C)  by  adding  at  the  end  the  following  new  subparagraph: 

(K)  assist  hospitals  in  establishing  and  implementing  protocols  for  making 
routine  inquiries  about  organ  donations  by  potential  donars.". 

(d)  Authorizations  of  Appropriations. — Section  371(c)  of  the  Public  Health  Serv- 
ice Act  (42  U.S.C.  273(c))  is  amended  to  read  as  follows: 

"(c)  For  grants  under  subsection  (a),  there  is  authorized  to  be  appropriated 
$5,000,000  for  each  of  the  fiscal  years  1988  through  1990.". 

SEC.  3.  ORGAN  PROCUREMENT  AND  TRANSPLANATION  NETWORK. 

(a)  Duties.— Section  372(b)(2)  of  the  Public  Health  Service  Act  (42  U.S.C.  274(b)(2)) 
is  amended — 

(1)  (A)  by  redesignating  subparagraphs  (B)  through  (H)  as  subparagraphs  (C) 
through  (I),  respectively;  and 

(B)  by  adding  after  suljparagraph  (A)  the  following  new  subparagraph: 

"(B)  establish  membership  criteria  and  medical  criteria  for  allocating  organs 

and  provide  to  members  of  the  public  an  opportunity  to  comment  with  respect 

to  such  criteria,"; 

(2)  in  subparagraph  (D)  (as  redesignated  in  paragraph  (1)(A)  of  this  subsec- 
tion), by  striking  "organs  which'  and  all  that  follows  and  inserting  "organs,"; 

(3)  in  subparagraph  (E)  (as  redesignated  in  paragraph  (1)(A)  of  this  subsec- 
tion), strike  "organs,"  and  insert  the  following:  "organs,  including  standards  for 
preventing  the  acquisition  of  organs  that  are  infected  with  the  etiologic  agent 
for  acquired  immune  deficiency  syndrome,"; 

(4)  in  subparagraph  (F)  (as  redesignated  in  paragraph  (1)(A)  of  this  subsec- 
tion), by  striking  "basis,"  and  inserting  the  following:  "basis  (and,  to  the  extent 
practicable,  among  regions  or  on  a  national  basis),";  and 

(5)  (A)  by  striking  "and"  at  the  end  of  subparagraph  (H)  (as  redesignated  in 
paragraph  (1)(A)  of  this  subsection); 

(B)  by  striking  the  period  at  the  end  and  inserting  ",  and";  and 

(C)  by  adding  at  the  end  the  following  new  subparagraph: 

"(J)  carry  out  studies  and  demonstration  projects  for  the  purpose  of  improv- 
ing procedures  for  organ  procurement  and  allocation.". 
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(b)  CoNsroERATiON  OF  CRITICAL  COMMENTS.— Section  372  of  the  Public  Health  Serv- 
ice Act  (42  U.S.C.  274)  is  amended  by  adding  at  the  end  the  following  new  subsec- 
tion: 

"(c)  The  Secretary  shall  establish  procedures  for — 

"(1)  receiving  from  interested  persons  critical  comments  relating  to  the 
manner  in  which  the  Organ  Procurement  and  Transplantation  Newwork  is  car- 
rying out  the  duties  of  the  Network  under  subsection  (b);  and 

"(2)  the  consideration  by  the  Secretary  of  such  critical  comments.". 

SEC.  4.  REQUIREMENT  OF  ESTABLISHMENT  OF  BONE  MARROW  REGISTRY. 

(a)  In  General.— Section  373  of  the  Public  Health  Service  Act  (42  U.S.C.  274a)  is 
amended — 

(1)  by  inserting  "(a)"  after  the  section  designation;  and 

(2)  by  adding  at  the  end  the  following  new  subsection: 

"(b)(1)  Not  later  than  October  1,  1988,  the  Secretary  shall,  by  grant  or  contract, 
establish  a  registry  of  voluntary  bone  marrow  donors. 

"(2)  For  the  purpose  of  carrying  out  paragraph  (1),  there  are  authorized  to  be  ap- 
propriated $1,500,000  for  fiscal  year  1989  and  $1,600,000  for  fiscal  year  1990.". 

(b)  Conforming  Amendment.— Section  373  of  the  Public  Health  Service  Act  (42 
U.S.C.  274a)  is  amended  in  the  title  by  inserting  "and  bone  marrow  registry" 
after  "registry". 

SEC.  5.  administration. 

Section  375  of  the  Public  Health  Service  Act  (42  U.S.C.  274c)  is  amended— 

(1)  in  the  matter  preceding  paragraph  (1),  by  striking  "1985,  1986,  1987,  and 
1988,"  and  inserting  "1985  through  1990,";  and 

(2)  in  paragraph  (4),  by  striking  "one  year"  and  all  that  follows  through 
"annual  report"  and  inserting  the  following:  "not  later  than  April  1  of  each  of 
the  years  1988  and  9990,  submit  to  the  Congress  a  report". 

sec.  6.  report. 

Section  376  of  the  Public  Health  Service  Act  (42  U.S.C.  274d)  is  amnded  by  strik- 
ing "shall  annually"  and  inserting  the  following:  "shall,  not  later  than  October  1  of 
each  year,". 

Purpose  and  Summary 

The  purpose  of  H.R.  3097  is  to  reauthorize  expired  appropriations 
and  to  refine  certain  provisions  of  the  National  Organ  Transplant 
Act  of  1984  (P.L.  98-507).  Section  2  would  reauthorize  the  grant 
program  for  local  organ  procurement  organizations.  It  would  also 
make  it  clear  that  these  grants  may  be  used  to  consolidate  and  im- 
prove existing  agencies.  Section  3  would  amend  the  responsibilities 
of  the  National  Organ  Procurement  and  Transplantation  Network, 
to  strengthen  the  Network  and  make  it  more  accountable  to  the 
public  and  the  organizations  it  serves.  Section  4  would  direct  the 
Secretary  to  establish  a  bone  marrow  donor  registry  by  October  1, 
1988,  and  would  authorize  appropriations  for  that  purpose.  Section 
5  would  extend  the  authorization  of  the  Office  of  Organ  Transplan- 
tation, within  the  Department  of  Health  and  Human  Services, 
which  is  principally  responsible  for  implementing  the  provisions  of 
the  1984  Act.  Sections  5  and  6  set  due  dates  for  reports  that  are 
required  annually  under  the  1984  Act. 

Background  and  Need  for  the  Legislation 

The  National  Organ  Transplant  Act  of  1984  was  designed  to  in- 
crease the  number  of  organs  available  for  transplantation,  to  en- 
hance the  quality  of  organ  transplantation,  and  to  improve  the 
fairness  by  which  scarce  organs  are  allocated. 

Title  I  of  the  Act  created  a  Task  Force  on  Organ  Transplanta- 
tions, which  issued  a  report  on  immunosuppressive  drugs  in  Octo- 
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ber  1985  and  issued  its  comprehensive  report  and  recommendations 
in  April  1986.  Those  recommendations  have  been  beneficial  to  the 
policy  deliberations  of  the  Congress,  Federal  and  state  agencies, 
and  other  interested  parties. 

Title  II  of  the  Act  authorized  grants  for  the  planning,  establish- 
ment, initial  operation,  and  expansion  of  organ  procurement  orga- 
nizations (OPOs),  in  order  to  increase  the  number  of  organs  avail- 
able for  transplantation.  Title  II  also  directed  the  Secretary  to 
create  the  national  Organ  Procurement  and  Transplantation  Net- 
work (OPTN),  to  provide  for  the  equitable  and  efficient  allocation 
of  available  organs.  In  addition.  Title  II  directed  the  Secretary  to 
create  a  scientific  registry  of  transplant  recipients,  to  maintain  an 
administrative  unit  to  implement  the  Act,  and  to  report  annually 
on  the  status  of  organ  transplantation. 

Title  III  prohibited  the  buying  or  selling  of  organs  and  subjected 
violations  to  criminal  sanctions.  Title  IV  directed  the  Secretary  to 
hold  a  conference  on  the  feasibility  and  effectiveness  of  a  registry 
of  voluntary  bone  marrow  donors. 

Section  9318  of  the  Omnibus  Budget  Reconciliation  Act  of  1986 
(P.L.  99-509)  contained  additional  provisions  closely  related  to 
those  in  the  1984  Act.  Section  9318  provided  that,  as  a  prerequisite 
for  participation  in  Medicare  or  Medicaid,  a  hospital  must  have  a 
written  protocol  for  making  routine  inquiries  of  potential  organ 
donors.  It  also  required  that  a  hospital  performing  organ  trans- 
plants must  be  a  member  of  the  Organ  Procurement  and  Trans- 
plantation Network  in  order  to  participate  in  Medicare  or  Medic- 
aid. Section  9318  further  provided  that  organ  procurement  costs 
would  be  reimbursed  under  Medicare  and  Medicaid  only  if  the 
organ  procurement  organization  was  certified  by  the  Secretary  of 
Health  and  Human  Services  as  meeting  the  requirements  of  Title 
II  of  P.L.  507  and  is  a  member  of  the  Network.  These  provisions 
were  to  be  effective  on  October  1,  1987,  but  were  delayed  until  No- 
vember 21,  1987,  by  section  107  of  P.L.  100-119. 

Because  the  National  Organ  Transplant  Act  was  enacted  after 
the  start  of  fiscal  year  1985,  there  was  no  appropriation  for  the  Act 
that  year  and  the  only  funds  available  for  implementation  came 
from  a  later  supplement  appropriation  for  the  Task  Force.  Then, 
because  the  FY  1986  appropriation  for  HHS  was  delayed,  the  funds 
available  for  implementation  in  that  year  were  limited  to  $400,000 
for  the  OPTN  and  $2.6  million  for  the  OPO  grant  program,  com- 
pared to  the  $2  million  and  $8  million,  respectively,  authorized 
under  the  Act.  The  Department,  acting  contrary  to  directives  of  the 
Appropriations  Committee,  required  that  these  funds  be  expended 
over  FY  '86  and  FY  '87,  rather  than  expending  all  of  them  during 
FY  '86.  Funds  for  the  scientific  registry  and  specific  funds  for  the 
administrative  unit  were  not  appropriated  until  FY  '87. 

As  a  result  of  these  limited  appropriations,  implementation  of 
the  1984  Act  has  been  delayed  and  the  objectives  of  the  Act  have 
not  been  realized.  The  Committee  believes  the  Department  can 
better  utilize  the  OPO  grant  authority  as  a  means  of  eliminating 
duplicative  activities  or  extending  activities  into  uncovered  areas. 
In  addition,  concerns  have  been  raised  about  delays  in  the  OPTN 
reaching  full  operation  and  about  the  potential  effects  which  some 
of  the  OPTN  policies  and  requirements  may  have  on  transplant 
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centers.  The  Committee  bill  is  designed  to  extend  and  refine  the 
1984  Act  in  response  to  these  concerns. 

Section-by-Section  Analysis  of  Legislation 
Section  1 — Short  title 

The  Committee  bill  may  be  cited  as  the  "Organ  Transplant 
Amendments  of  1987". 

Section  2 — Assistance  for  organ  procurement  organizations 

Pub.  L.  98-507  authorized  grants  for  the  planning,  establishment, 
initial  operation  and  expansion  of  local  organ  procurement  agen- 
cies. The  purpose  of  this  grant  authority  was  to  increase  the 
number  of  organs  available  and  improve  the  effectiveness  of  the 
organ  retrieval  process.  The  Congress  intended  that  these  grants  be 
used  to  establish  procurement  agencies  in  unserved  areas,  to  con- 
solidate or  replace  agencies  where  more  than  one  was  serving  an 
area,  and  to  improve  generally  the  effectiveness  of  existing  agen- 
cies. The  Act  authorized  appropriations  of  $5  million  in  1985,  $8 
million  in  1986  and  $12  million  in  1987. 

Actual  appropriations  have  been  only  $2.6  million  in  1986  and  $3 
million  in  1987.  Fewer  than  40  grants  have  been  made  under  this 
authority  and,  in  many  instances,  the  grantees  have  been  required 
to  expend  these  funds  over  two  years.  As  a  result,  the  objectives  of 
the  1984  Act  have  not  been  achieved.  The  Committee  believes  that 
the  authorization  of  appropriations  for  these  grants  should  be  ex- 
tended for  three  more  years,  in  order  to  fulfill  their  original  objec- 
tives. The  Committee  has  also  concluded  that  emphasis  should  be 
given  to  the  consolidation  of  overlapping  agencies  and  to  improve- 
ments in  existing  agencies.  Therefore,  the  Committee  bill  would 
extend  the  authorization  of  appropriations  for  three  years,  at  a 
level  of  $5  million  per  year.  The  bill  would  also  make  it  clear  that 
grants  can  be  awarded  for  the  purpose  of  consolidating  existing, 
overlapping  agencies  and  may  be  awarded  to  existing  agencies  for 
special  projects  designed  to  increase  the  number  of  organs  re- 
trieved by  an  agency.  These  grants  would  be  subject  to  the  limita- 
tions in  current  law  that  they  not  exceed  two  years  in  duration, 
and  not  exceed  $500,000  in  a  year  or  $800,000  over  two  years. 

The  bill  would  also  clarify  the  service  area  that  must  be  encom- 
passed by  an  approved  OPO.  Current  law  provides  that  the  service 
area  must  be  large  enough  to  include  at  least  fifty  potential  donors 
(unless  it  is  an  entire  state  and  does  not  satisfy  that  requirement). 
The  Committee  bill  would  revise  this  to  require  the  service  area  be 
large  enough  that  it  is  reasonable  to  expect  the  agency  to  procure 
organs  from  at  least  50  donors.  Since  organs  are  not  always  re- 
trieved from  all  of  the  potential  donors,  this  revision  will  have  the 
effect,  in  some  instances,  of  requiring  a  larger  service  area  than 
would  be  the  case  under  current  law.  This  is  consistent  with  the 
testimony  and  analyses  received  by  the  Committee  indicating  that 
agencies  serving  a  larger  number  of  donors  are  more  effective  and 
achieve  better  results.  According  to  a  study  done  for  the  Depart- 
ment, agencies  on  average  are  currently  procuring  organs  from 
only  44  donors.  (Because  more  than  one  organ  may  be  obtained 
from  a  donor,  the  average  number  of  organs  obtained  per  agency  is 


6 


about  110.)  The  Committee  expects  the  Secretary  to  make  the  ap- 
propriate judgment  whether  it  is  reasonable  to  expect  the  agency 
to  procure  organs  from  at  least  50  donors.  This  requirement  is  im- 
portant not  only  in  determining  whether  an  OPO  is  eligible  for  a 
grant,  but  also  whether  it  is  qualified  to  be  designated  as  an  OPO 
under  section  9318  of  OBRA  '86. 

The  bill  would  also  clarify  the  Committee's  intent  that  the  OPO 
is  responsible  for  allocating  organs  equitably  among  the  patients 
who  are  in  need  of  a  transplant.  The  waiting  lists  for  organs  have 
lengthened  and  concerns  have  been  raised  that  OPO's  might  be  in 
a  position  to  show  favoritism  to  patients  of  a  particular  transplant 
facility.  Although  the  Committee  is  not  aware  of  any  specific  in- 
stance of  such  favoritism,  it  expects  the  Secretary  to  monitor  the 
allocation  of  organs  closely. 

The  bill  would  also  require  OPOs  to  make  sure  tests  are  per- 
formed on  retrieved  organs  to  determine  that  they  are  free  of  the 
AIDS  virus  and  to  assist  hospitals  in  complying  with  the  require- 
ment in  section  9318  of  OBRA  '86  that  the  hospitals  have  protocols 
for  making  routine  inquiries  regarding  potential  donors.  Again, 
these  OPO  responsibilities  are  prerequisites  not  only  for  qualifying 
for  grants  under  this  authority,  but  also  for  designation  under  sec- 
tion 9318. 

Section  3 — Organ  procurement  and  transplantation  network 

The  OPTN  was  created  by  the  1984  Act  in  order  to  facilitate  an 
equitable  allocation  of  organs  among  patients.  Among  its  responsi- 
bilities are  the  development  of  medical  criteria  for  the  proper  allo- 
cation of  organs  and  the  adoption  of  quality  standards  for  the  ac- 
quisition and  transportation  of  organs.  Under  section  9318  of 
OBRA  '86,  the  OPTN  performs  a  critical  role  in  assuring  quality  of 
care,  since  a  hospital  performing  transplants  must  become  a 
member  of  the  OPTN  and  abide  by  its  policies  in  order  to  partici- 
pate in  Medicare  and  Medicaid.  This  provision  was  intended  to  pro- 
tect transplant  patients  by  assuring  equitable  access  to  the  limited 
supply  of  organs  and  by  assuring  that  transplants  are  performed  in 
accordance  with  acceptable  medical  practice.  The  Committee  ex- 
pects the  OPTN  to  develop  appropriate  criteria  for  membership, 
based  on  medical  judgments  regarding  the  factors  that  influence 
successful  outcomes. 

The  OPTN's  responsibilities  are  great  and  the  purposes  of  the 
Act  will  be  served  only  if  the  policies  of  the  OPTN  are  sound  and 
are  soundly  developed.  The  allocation  of  organs  may  well  be  a  life- 
or-death  decision  for  patients.  Denial  of  membership  in  OPTN  may 
adversely  affect  patient  access  to  transplantation  or  may  force  a 
hospital  to  forego  providing  transplant  services.  It  is  critical,  there- 
fore, that  the  OPTN's  policies  represent  a  broad  consensus  of 
expert  medical  judgment  and  that  these  policies  be  developed 
openly,  with  full  opportunity  for  participation  by  all  interested  par- 
ties. The  Committee  bill  would  require  that  the  OPTN  articulate 
its  membership  criteria  and  its  medical  criteria  for  the  allocation 
of  organs,  and  that  it  give  all  interested  parties,  including  patients, 
physicians,  and  providers,  an  opportunity  to  review  and  comment 
on  these  criteria.  It  is  the  Committee's  intent  that  the  OPTN  un- 
dertake this  process  for  its  existing  criteria  and  that  it  do  so  when- 
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ever  changes  in  the  criteria  are  under  consideration.  The  Commit- 
tee also  urges  the  OPTN  to  arrange  for  public  comment  at  least 
once  a  year,  even  if  no  changes  are  proposed.  The  OPTN  should 
replicate  as  closely  as  possible  the  process  followed  by  such  agen- 
cies as  the  Health  Care  Financing  Administration  in  promulgating 
regulations,  including  the  use  of  a  public  hearing  on  issues  of 
major  consequence  and  potential  controversy. 

The  Committee  bill  includes  another  provision  designed  to  assure 
that  the  OPTN  is  responsive  to  the  interests  and  concerns  of  par- 
ties affected  by  its  policies  and  operation.  The  Secretary  would  be 
required  to  establish  procedures  for  receiving  and  considering  com- 
ments critical  of  the  OPTN's  performance  of  its  statutory  responsi- 
bilities. The  Secretary  would  be  expected  to  publicize  the  availabil- 
ity of  this  process  and  to  seek  to  resolve  with  the  OPTN  any  prob- 
lems raised  that  he  concludes  have  merit. 

The  Committee  bill  would  add  to  the  OPTN's  current  duties  the 
responsibility  to  adopt  and  use  standards  for  protecting  organ  re- 
cipients against  transmission  of  the  AIDS  virus.  It  would  also  clari- 
fy that,  in  addition  to  its  other  defined  tasks,  the  OPTN  can  use 
funds  made  available  under  this  authority  to  carry  out  special 
studies  and  projects  designed  to  improve  organ  procurement  and 
allocation.  These  would  have  to  be  agreed  upon  by  the  Secretary  as 
part  of  the  contract  with  OPTN.  The  purpose  is  to  permit  OPTN 
and  the  Secretary  to  take  advantage  of  unique  opportunities  to  col- 
lect and  evaluate  data. 

The  Committee  bill  would  also  clarify  and  refine  two  aspects  of 
the  existing  responsibilities  of  the  OPTN.  The  OPTN  is  currently 
required  to  assist  OPOs  in  the  distribution  of  organs  ''which  cannot 
be  placed  within  the  service  areas  of  the  organizations".  This 
phrase  is  deleted,  so  as  to  remove  any  statutory  bias  respecting  the 
important  question  of  criteria  for  the  proper  distribution  of  organs 
among  patients.  The  OPTN,  through  the  public  process  outlined 
above,  should  resolve  any  issues  regarding  the  fair  and  effective 
distribution  of  organs.  Patient  welfare  must  be  the  paramount  con- 
sideration. The  Committee  does  not  wish  the  statute  to  be  read  as 
establishing  a  perference  for,  or  against,  distribution  within  the 
service  area  of  the  OPO.  Similarly,  the  bill  would  remove  any  im- 
plied limitation  on  the  OPO's  authority  to  prepare  and  distribute 
blood  sera  for  determining  compatibility  of  organ  and  recipient. 
The  OPTN,  at  its  discretion,  could  do  so  on  a  regional,  inter-region- 
al, or  national  basis. 

Section  Jf— Requirement  of  establishment  of  bone  marrow  registry 

Bone  marrow  transplantation  has  been  demonstrated  to  be  effec- 
tive when  performed  under  certain  circumstances  and  is  now  the 
life-saving  treatment  of  choice  for  several  blood  diseases.  For  the 
transplant  to  be  successful,  however,  the  blood  characteristics  of 
the  donor  and  the  recipient  must  be  matched  very  carefully.  Conse- 
quently, most  transplants  to  date  have  been  done  between  siblings 
or  other  family  members.  Unfortunately,  only  about  a  third  of  the 
patients  who  would  benefit  from  a  transplant  have  such  an  appro- 
priate donor  within  the  immediate  family.  Several  transplant  cen- 
ters have  begun  to  perform  transplants  between  parties  that  are 
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not  related,  but  whose  blood  characteristics  are  appropriately 
matched. 

About  160  transplants  using  unrelated  matched  donors  have 
been  done  in  the  world  to  date.  According  to  a  staff  paper  prepared 
by  the  Office  of  Technology  Assessment  at  the  request  of  the  Com- 
mittee, the  preliminary  data  on  these  transplants  is  promising,  and 
it  is  clear  that  lives  are  being  saved.  (Bone  Marrow  Transplanta- 
tion Using  Unrelated  Donors:  Current  Clinical  Status  and  Policy 
Issues,  October  1987).  The  OTA  report  indicates  that  greater  suc- 
cess could  be  expected  with  improvements  in  the  matching  of 
donors  and  recipients,  with  reductions  in  the  waiting  period  for 
transplants,  and  with  other  improvements  in  the  procedure  grow- 
ing out  of  continuing  research.  However,  the  ability  of  these  cen- 
ters to  perform  transplants  with  unrelated,  matched  donors,  and  to 
conduct  thorough  research  on  the  best  techniques  for  such  proce- 
dures, has  been  seriously  hampered  by  their  difficulty  in  identify- 
ing appropriate  donors.  (The  probability  that  any  two  persons  have 
an  appropriate  match  may  be  one  in  a  thousand,  or  even  lower.) 
According  to  the  OTA  report,  a  registry  of  volunteer  potential 
donors  would  facilitate  these  improvements  and  would  expedite  ap- 
propriate research.  The  report  also  concludes  that  there  are  no 
major  technical  barriers  to  establishing  and  maintaining  such  a 
registry. 

The  Naval  Medical  Research  Institute,  of  the  U.S.  Navy,  has  es- 
tablished a  national  registry  of  bone  marrow  donors,  pursuant  to  a 
directive  from  the  Senate  Appropriations  Committee  (S.  Rept.  98- 
636).  The  Office  of  Naval  Research  has  contracted  with  a  Consorti- 
um of  organizations  to  develop  and  maintain  the  registry.  The  con- 
sortium includes  the  American  National  Red  Cross,  the  American 
Association  of  Blood  Banks,  and  the  Council  of  Community  Blood 
Centers.  These  organizations  work  with  a  group  of  over  50  local 
blood  banks  and  blood  centers  that  have  established  lists  of  tissue- 
type  blood  donors.  Under  the  contract,  a  central  coordinating 
center  performs  computer-based  searches  for  potential  donors, 
using  data  supplied  by  the  local  blood  centers  about  the  blood  char- 
acteristics of  persons  who  have  volunteered  to  be  included  in  the 
registry.  The  coordinating  center  performs  additional  functions,  in- 
cluding: maintaining  records;  conducting  research  on  the  determi- 
nants of  successful  transplants;  and  facilitating  communications 
and  transfers  of  bone  marrow  between  blood  centers  and  trans- 
plant centers.  Safeguards  to  preserve  donor  confidentiality  and  in- 
formed consent  are  built  into  the  process.  In  addition,  the  coordi- 
nating center  has  developed  standards  which  participating  trans- 
plant centers  must  meet,  in  order  to  assure  that  high  quality  care 
is  furnished  and  procedures  are  performed  in  a  manner  consistent 
with  accepted  medical  practice. 

The  primary  purpose  of  the  registry  is  to  support  civilian  bone 
marrow  transplant  programs.  Although  the  Navy  has  indicated 
that  it  is  willing  to  maintain  responsibility  for  the  registry  through 
FY  '88  (subject  to  funds  being  appropriated  for  that  purpose),  it  is 
indicated  that  it  would  prefer  not  to  continue  this  responsibility 
after  that.  The  Committee  believes  the  Department  of  Health  and 
Human  Services  is  the  appropriate  agency  to  assume  responsibility 
for  such  a  registry. 
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The  Committee  bill  would  require  the  Secretary  of  HHS  to  estab- 
lish a  registry  of  voluntary  bone  marrow  donors,  under  a  contract 
or  grant  with  an  appropriate  organization  or  organizations,  no 
later  than  October  1,  1988.  It  would  authorize  appropriations  of 
$1.5  million  in  FY  '89  and  $1.6  million  in  FY  '90  for  this  purpose. 

The  Committee  expects  the  Secretary  to  determine  whether  par- 
ticipation in  the  registry  by  transplant  centers  should  be  limited  to 
those  that  are  conducting  research  on  bone  marrow  transplanta- 
tion pursuant  to  an  approved  research  protocol.  This  would  require 
the  Secretary  to  determine  the  appropriate  balance  between  the 
two  functions,  both  vital,  which  would  be  served  by  the  registry — 
namely,  assisting  in  the  treatment  of  patients  and  facilitating  re- 
search. The  OTA  staff  paper  discusses  the  relationship  between 
these  two  functions  and  the  concerns  raised  by  interested  parties. 
The  Committee  expects  both  functions  to  be  served  and  directs  the 
Secretary  to  evaluate  carefully  the  relative  emphasis  to  be  given  to 
each. 

The  Secretary  could  place  lead  responsibility  for  the  registry 
with  the  Office  of  Organ  Transplantation,  with  the  National  Insti- 
tutes of  Health,  or  with  another  office  or  agency  of  the  department. 
However,  if  NIH  does  not  have  lead  responsibility,  it  should  main- 
tain a  strong  coordination  role  in  order  to  assure  that  the  research 
potential  of  the  registry  is  tapped. 

The  bill  would  not  impose  any  specific  requirements  on  the  regis- 
try, or  otherwise  direct  the  Secretary  on  how  this  registry  should 
be  carried  out.  The  Committee  clearly  intends,  however,  that  the 
registry  should  operate  in  a  manner  that  preserves  donor  confiden- 
tiality and  informed  consent.  The  Committee  further  intends  that 
the  registry  maintain  rigorous  standards  limiting  participation  by 
transplant  centers  to  those  that  are  performing  these  procedures  in 
accordance  with  accepted  medical  practice  and  that  agree  to  share 
information  on  their  results.  The  Secretary  could  continue  the  ar- 
rangement established  under  the  current  Navy  contract,  but  is  not 
mandated  to  do  so. 

Section  5 — Administration 

The  1984  Act  required  the  Secretary  to  maintain,  through  1988, 
an  administrative  unit  in  the  Public  Health  Service  to  administer 
and  coordin:._  ^xie  authorities  established  therein.  It  also  required 
the  Secretary  to  submit  to  the  Congress  an  annual  report  on  the 
status  of  organ  donation  and  coordination  services.  No  date  for  sub- 
mission of  the  report  was  stated  and  the  Secretary  has  not  submit- 
ted a  report  since  the  report  of  the  Task  Force  on  Organ  Trans- 
plantation was  released  in  April  1986. 

The  Committee  bill  would  extend  the  requirement  for  an  admin- 
istrative unit  for  two  years,  through  1990.  It  would  also  eliminate 
the  requirement  for  an  annual  report  in  1987,  but  would  set  a  due 
date  of  April  1  for  the  annual  report  for  1988,  1989  and  1990. 

Section  6 — Report 

The  Secretary  is  currently  required  to  publish  an  annual  report 
on  the  scientific  and  clinical  status  of  organ  transplantation.  No 
such  report  has  yet  been  released.  The  Committee  bill  would  estab- 
lish a  due  date  for  publication  each  year  of  October  1. 
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Hearings 

The  Committee's  Subcommittee  on  Health  and  the  Environment 
held  one  day  of  hearings  on  the  implementation  of  the  National 
Organ  Transplant  Act  of  1984  on  April  2,  1987.  Testimony  was  re- 
ceived from  12  witnesses,  representing  the  Department  of  Health 
and  Human  Services,  the  Department  of  the  Navy,  the  Task  Force 
on  Organ  Transplantation,  and  five  other  organizations. 

Committee  Consideration 

On  August  5,  1987,  the  Subcommittee  on  Health  and  the  Envi- 
ronment met  in  open  session  and  ordered  reported  the  bill  H.R. 
3097,  as  amended,  by  a  voice  vote,  a  quorum  being  present.  On  Oc- 
tober 6,  1987,  the  Committee  met  in  open  session  and  ordered  re- 
ported the  bill  H.R.  3097,  with  amendments,  by  a  voice  vote,  a 
quorum  being  present. 

Committee  Oversight  Findings 

Pursuant  to  clause  2(1)(3)(A)  of  rule  XI  of  the  Rules  of  the  House 
of  Representatives,  no  oversight  findings  or  recommendations  have 
been  made  by  the  Committee. 

Committee  on  Government  Operations 

Pursuant  to  clause  2(1)(3)(D)  of  rule  XI  of  the  Rules  of  the  House 
of  Representatives,  no  oversight  findings  have  been  submitted  to 
the  Committee  by  the  Committee  on  Government  Operations. 

Committee  Cost  Estimate 

In  compliance  with  clause  7(a)  of  rule  XIII  of  the  Rules  of  the 
House  of  Representatives,  the  Committee  believes  that  the  cost  in- 
curred in  carrying  out  H.R.  3097,  if  appropriations  were  made  at 
the  full  level  of  authorizations,  would  be  $5  billion  in  1988,  $7.9 
million  in  1989,  and  $8.0  million  in  1990. 

Congressional  Budget  Office  Estimate 

U.S.  Congress, 
Congressional  Budget  Office, 
Washington,  DC,  October  8,  1987. 

Hon.  John  D.  Dingell, 

Chairman,  Committee  on  Energy  and  Commerce, 
U.S.  House  of  Representatives,  Washington,  DC. 

Dear  Chairman:  In  response  to  your  request,  the  Congressional 
Budget  Office  has  prepared  the  attached  cost  estimate  for  H.R. 
3097,  the  Organ  Transplant  Amendments  Act  of  1987,  as  ordered 
reported  by  the  House  Committee  on  Energy  and  Commerce  on  Oc- 
tober 6,  1987. 

If  you  wish  further  details  on  this  estimate,  we  will  be  pleased  to 
provide  them. 
With  best  wishes. 
Sincerely, 

Edward  M.  Gramlich, 

Acting  Director. 
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Congressional  Budget  Office  Cost  Estimate 

1.  Bill  number:  H.R.  3097. 

2.  Bill  title:  Organ  Transplant  Amendments  Act  of  1987. 

3.  Bill  status:  As  ordered  reported  from  the  House  Committee  on 
Energy  and  Commerce,  October  6,  1987. 

4.  Bill  purpose:  The  purpose  of  this  bill  is  to  amend  and  extend 
through  1990  the  organ  procurement  program  under  the  public 
Health  Service  Act.  The  bill  is  subject  to  subsequent  appropriations 
action. 

5.  Estimated  cost  to  the  Federal  Government: 


[By  fiscal  years,  in  millions  of  dollars] 

1988       1989       1990       1991  1992 


Grants  for  organ  procurement  organizations: 

Auttiorization  level  

Estimated  outlay  

Administration: 

Estimated  authorization  level  

Estimated  outlays  

Registry: 

Authorization  level  

Estimated  outlays  


Bill  total: 

Estimated  authorization  level . 
Estimated  outlays  


2.6 


Basis  of  the  estimate:  H.R.  3097,  the  Organ  Transplant  Amend- 
ments Act  of  1987,  authorizes  $5  million  for  each  of  the  fiscal  years 

1988  through  1990  for  grants  for  qualified  organ  procurement  orga- 
nizations for  planning,  establishment  and  initial  operation.  In  addi- 
tion, the  bill  also  extends  the  authorization  of  an  administrative 
unit  within  the  Public  Health  Service  to  coordinate  organ  procure- 
ment activities  in  fiscal  years  1989  and  1990.  Authorization  levels 
for  the  administrative  unit  for  the  years  1989  and  1990  have  been 
estimated  by  increasing  the  1987  amount  by  the  appropriate  infla- 
tor. 

A  third  provision  requires  the  Secretary  of  Health  and  Human 
Services  to  establish  a  bone  marrow  transplant  registry.  Authoriza- 
tion levels  for  the  registry  are  set  at  $1.5  million  for  fiscal  year 

1989  and  $1.6  million  for  fiscal  year  1990. 

Authorizations  are  assumed  to  be  fully  appropriated  at  the  begin- 
ning of  each  fiscal  year.  Outlays  for  the  grants,  the  administrative 
unit,  and  the  registry  are  estimated  using  spendout  rates  calculat- 
ed by  CBO  on  the  basis  of  recent  program  data. 

6.  Estimated  cost  to  State  and  Local  Government:  None. 

7.  Estimate  comparison:  None. 

8.  Previous  CBO  estimate:  None. 

9.  Estimate  prepared  by:  Michael  Namian. 

10.  Estimate  approved  by:  C.G.  Nuckols  (for  James  L.  Blum,  As- 
sistant Director  for  Budget  Analysis.) 
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Inflationary  Impact  Statement 

Pursuant  to  clause  2(1)(4)  of  rule  XI  of  the  Rules  of  the  House  of 
Representatives,  the  Committee  makes  the  following  statement 
with  regard  to  the  inflationary  impact  of  the  reported  bill: 

Organ  transplantation  is  a  life-saving  procedure  for  thousands  of 
patients.  In  the  case  of  patients  with  end-stage  renal  disease,  trans- 
plantation can  not  only  restore  normal  life  activities,  but  it  can 
eliminate  Federal  expenditures  for  disability  payments  and  Medi- 
care costs  for  dialysis  treatments.  Improvements  in  the  availability 
and  quality  of  organ  transplantation  will  not  have  a  significant  in- 
flationary effect  and  may,  on  balance,  have  a  deflationary  effect 
over  the  long  term. 

Agency  Views 

Department  of  Health  and  Human  Services, 

Office  of  the  Secretary, 
Washington,  DC,  October  6,  1987. 

Hon.  Edward  R.  Madigan, 

Ranking  Minority  Member,  Subcommittee  on  Health  and  the  Envi- 
ronment, Committee  on  Energy  and  Commerce,  House  of  Repre- 
sentatives, Washington,  DC 

Dear  Mr.  Madigan:  This  is  in  response  to  your  request  for  our 
views  on  a  national  bone  marrow  transplantation  registry.  In  sum, 
our  position  that  a  national  registry  is  not  warranted  from  a  scien- 
tific standpoint  has  not  changed  since  National  Institutes  of  Health 
Director,  Dr.  James  Wyngaarden,  testified  before  the  Subcommit- 
tee on  Health  and  the  Environment  this  April. 

Dr.  Wyngaarden  discussed  the  state  of  science  of  bone  marrow 
transplantation  and  whether  a  national  registry  of  volunteer  bone 
marrow  donors  is  scientifically  justified.  At  this  hearing,  he  stated 
that  bone  marrow  transplantation,  when  the  marrow  is  harvested 
from  unrelated  donors,  is  still  an  experimental  procedure  in  an 
early  stage  of  development,  and  that  much  remains  to  be  investi- 
gated before  this  technology  can  be  considered  ready  for  wide- 
spread use.  His  written  statement  is  enclosed. 

On  August  12,  1987,  the  Office  of  Technology  Assessment  con- 
ducted a  workshop  on  such  a  registry.  It  appears  that  a  majority  of 
the  attendees  were  supportive  of  a  national  registry.  Officials  at 
the  National  Institutes  of  Health  advise  me  that  they  are  not 
aware  of  any  new  data,  however,  that  would  change  the  conclu- 
sions Dr.  Wyngaarden  stated  at  the  hearing  in  April.  Let  me  add 
that  NIH  staff  have  requested  additional  information  which  they 
will  review.  The  Public  Health  Service  would  be  pleased  to  apprise 
the  Committee  of  these  findings,  once  the  NIH  review  is  completed. 
Sincerely  yours, 

Ronald  F.  Docksai, 
Assistant  Secretary  for  Legislation. 

Changes  in  Existing  Law  Made  by  the  Bill,  as  Reported 

In  compliance  with  clause  3  of  rule  XIII  of  the  Rules  of  the 
House  of  Representatives,  changes  in  existing  law  made  by  the  bill, 
as  reported,  are  shown  as  follows  (existing  law  proposed  to  be  omit- 
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ted  is  enclosed  in  black  brackets,  new  matter  is  printed  in  italic, 
existing  law  in  which  no  change  is  proposed  is  shown  in  roman): 

Public  Health  Service  Act 
*  *  *  *  *  *  * 

TITLE  III— GENERAL  POWERS  AND  DUTIES  OF  PUBLIC 
HEALTH  SERVICE 

******* 

Part  H — Organ  Transplants 

assistance  for  organ  procurement  organizations 

Sec.  371.  (a)(1)  The  Secretary  may  make  grants  for  the  planning 
of  qualified  organ  procurement  organizations  described  in  subsec- 
tion (b). 

(2)  The  Secretary  may  make  grants  for  the  establishment,  initial 
operation,  consolidation,  and  expansion  of  qualified  organ  procure- 
ment organizations  described  in  subsection  (b). 

(3)  The  Secretary  may  make  grants  for  special  projects  designed  to 
increase  the  number  of  organ  donors. 

[(3)]  (4)  In  making  grants  under  paragraphs  (1)  and  (2),  the  Sec- 
retary shall — 

(A)  take  into  consideration  any  recommendations  made  by 
the  Task  Force  on  Organ  Transplantation  established  under 
section  101  of  the  National  Organ  Transplant  Act,  [and] 

(B)  give  special  consideration  to  applications  which  cover 
geographical  areas  which  are  not  adequately  served  by  organ 
procurement  organizations [.]  ,  and 

(C)  with  respect  to  carrying  out  paragraph  (3),  give  special 
consideration  to  proposals  from  existing  organ  procurement  or- 
ganizations. 

(b)(1)  A  qualified  organ  procurement  organization  for  which 
grants  may  be  made  under  subsection  (a)  is  an  organization  which, 
as  determined  by  the  Secretary,  will  carry  out  the  functions  de- 
scribed in  paragraph  (2)  and — 
(A) *  *  * 

******* 

(E)  has  a  defined  service  area  which  is  a  geographical  area  of 
sufficient  [size  which]  size  such  that  (unless  the  service  area 
comprises  an  entire  State)]  will  include  at  least  fifty  potential 
organ  donors]  the  organization  can  reasonably  expect  to  pro- 
cure organs  from  not  less  than  fifty  donors  each  year  and 
which  either  includes  an  entire  standard  metropolitan  statisti- 
cal area  (as  specified  by  the  Office  of  Management  and  Budget) 
or  does  not  include  any  part  of  such  an  area, 

******* 

(2)  An  organ  procurement  organization  shall — 

(A)  *  *  * 
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(C)  arrange  for  the  acquisition  and  preservation  of  donated 
organs  and  provide  quality  standards  for  the  acquisition  of 
organs  which  are  consistent  with  the  standards  adopted  by  the 
Organ  Procurement  and  Transplantation  Network  under  sec- 
tion [372(b)(2)(D),]  372(h)(2)(EX  including  arranging  for  testing 
with  respect  to  preventing  the  acquisition  of  organs  that  are  in- 
fected with  the  etiologic  agent  for  acquired  immune  deficiency 
syndrome, 

(E)  have  a  system  to  allocate  donated  organs  equitably 
among  transplant  [centers  and]  patients  according  to  estab- 
lished medical  criteria, 

(I)  have  arrangements  to  cooperate  with  tissue  banks  for  the 
retrieval,  processing,  preservation,  storage,  and  distribution  of 
tissues  as  may  be  appropriate  to  assure  that  all  usable  tissues 
are  obtained  from  potential  donors,  [and] 

(J)  evaluate  annually  the  effectiveness  of  the  organization  in 
acquiring  potentially  available  organs  [.],  and 

(K)  assist  hospitals  in  establishing  and  implementing  proto- 
cols for  making  routine  inquiries  about  organ  donations  by  po- 
tential donors. 

[(c)  For  grants  under  subsection  (a)  there  are  authorized  to  be 
appropriated  $5,000,000  for  fiscal  year  1985,  $8,000,000  for  fiscal 
year  1986,  and  $12,000,000  for  fiscal  year  1987.] 

(c)  For  grants  under  subsection  (a),  there  is  authorized  to  be  appro- 
priated $5,000,000  for  each  of  the  fiscal  years  1988  through  1990. 

ORGAN  PROCUREMENT  AND  TRANSPLANTATION  NETWORK 

Sec.  372.  (a)  The  Secretary  shall  by  contract  provide  for  the  es- 
tablishment and  operation  of  an  Organ  Procurement  and  Trans- 
plantation Network  which  meets  the  requirements  of  subsection 
(b).  The  amount  provided  under  such  contract  in  any  fiscal  year 
may  not  exceed  $2,000,000.  Funds  for  such  contracts  shall  be  made 
available  from  funds  available  to  the  Public  Health  Service  from 
appropriations  for  fiscal  years  beginning  after  fiscal  year  1984. 

(b)(1)  *  *  * 

(2)  The  Organ  Procurement  and  Transplantation  Network 
shall— 

(A)  establish  in  one  location  or  through  regional  centers — 

(i)  a  national  list  of  individuals  who  need  organs,  and 

(ii)  a  national  system,  through  the  use  of  computers  and 
in  accordance  with  established  medical  criteria,  to  match 
organs  and  individuals  included  in  the  list,  especially  indi- 
viduals whose  immune  system  makes  it  difficult  for  them 
to  receive  organs, 

(B)  establish  membership  criteria  and  medical  criteria  for  al- 
locating organs  and  provide  to  members  of  the  public  an  oppor- 
tunity to  comment  with  respect  to  such  criteria, 

[(B)]  (C)  maintain  a  twenty-four-hour  telephone  service  to 
facilitate  matching  organs  with  individuals  included  in  the  list. 
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[(C)]  (D)  assist  organ  procurement  organizations  in  the  dis- 
tribution of  [organs  which  cannot  be  placed  within  the  service 
areas  of  the  organizations,]  organs, 

[D]  (E)  adopt  and  use  standards  of  quality  for  the  acquisi- 
tion and  transportation  of  donated  organs,  including  standards 
for  preventing  the  acquisition  of  organs  that  are  infected  with 
the  etiologic  agent  for  acquired  immune  deficiency  syndrome, 

[E]  {F)  prepare  and  distribute,  on  a  regionalized  [basis,] 
basis  (and,  to  the  extent  practicable,  among  regions  or  on  a  na- 
tional basis),  samples  of  blood  sera  from  individuals  who  are 
included  on  the  list  and  whose  immune  system  makes  it  diffi- 
cult for  them  to  receive  organs,  in  order  to  facilitate  matching 
the  compatibility  of  such  individuals  with  organ  donars, 

[F]  (G)  coordinate,  as  appropriate,  the  transportation  of 
organs  from  organ  procurement  organizations  to  transplant 
centers, 

[G]  (H)  provide  information  to  physicians  and  other  health 
professionals  regarding  organ  donation,  [and] 

[H]  (I)  collect,  analyze,  and  publish  data  concerning  organ 
donation  and  transplants [.],  and 

(J)  carry  out  studies  and  demonstration  projects  for  the  pur- 
pose of  improving  procedures  for  organ  procurement  and  alloca- 
tion. 

(c)  The  Secretary  shall  establish  procedures  for— 

[I]  receiving  from  interested  persons  critical  comments  relat- 
ing to  the  manner  in  which  the  Organ  Procurement  and  Trans- 
plantation Network  is  carrying  out  the  duties  of  the  Network 
under  subsection  (b);  and 

(2)  the  consideration  by  the  Secretary  of  such  critical  com- 
ments. 

SCIENTIFIC  REGISTRY  AND  BONE  MARROW  REGISTRY 

Sec.  373.  (a)  The  Secretary  shall,  by  grant  or  contract,  develop 
and  maintain  a  scientific  registry  of  the  recipients  of  organ  trans- 
plants. The  registry  shall  include  such  information  respecting  pa- 
tients and  transplant  procedures  as  the  Secretary  deems  necessary 
to  an  ongoing  evaluation  of  the  scientific  and  clinical  status  of 
organ  transplantation.  The  Secretary  shall  prepare  for  inclusion  in 
the  report  under  section  376  an  analysis  of  information  derived 
from  the  registry. 

(b)(1)  Not  later  than  October  1,  1988,  the  Secretary  shall,  by  grant 
or  contract,  establish  a  registry  of  voluntary  bone  marrow  donors. 

(2)  For  the  purpose  of  carrying  out  paragraph  (1),  there  are  author- 
ized to  be  appropriated  $1,500,000  for  fiscal  year  1989  and 
$1,600,000  for  fiscal  year  1990. 

GENERAL  PROVISIONS  RESPECTING  GRANTS  AND  CONTRACTS 

Sec.  374.  (a)  No  grant  may  be  made  under  section  371  or  373  or 
contract  entered  into  under  section  372  or  373  unless  an  applica- 
tion therefor  has  been  submitted  to,  and  approved  by,  the  Secre- 
tary. Such  an  application  shall  be  in  such  form  and  shall  be  sub- 
mitted in  such  manner  as  the  Secretary  shall  by  regulation  pre- 
scribe. iTHS^^Ubfan""""""" 
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(b)(1)  *  *  * 

******* 

(3)  Grants  under  [section  37  for  the  establishment,  initial  oper- 
ation, or  expansion  of  organ  procurement  organizations]  para- 
graphs (2)  and  (3)  of  section  371(a)  may  be  made  for  two  years.  No 
such  grant  may  exceed  $500,000  for  any  year  and  no  organ  procure- 
ment organization  may  receive  more  than  $800,000  for  initial  oper- 
ation or  expansion. 


ADMINISTRATION 

Sec.  375.  The  Secretary  shall,  during  fiscal  years  [1985,  1986, 
1987,  and  1988,]  19S5  through  1990,  designate  and  maintain  an 
identifiable  administrative  unit  in  the  Public  Health  Service  to — 

(1)  *  *  * 

******* 

(4)  [one  year  after  the  date  on  which  the  Task  Force  on 
Organ  Transplantation  transmits  its  final  report  under  section 
104(c)  of  the  National  Organ  Transplant  Act,  and  annually 
thereafter  through  fiscal  year  1988,  submit  to  Congress  an 
annual  report]  not  later  than  April  1  of  each  of  the  years  1988 
and  1990,  submit  to  the  Congress  a  report  on  the  status  of 
organ  donation  and  coordination  services  and  include  in  the 
report  an  analysis  of  the  efficiency  and  effectiveness  of  the  pro- 
curement and  allocation  of  organs  and  a  description  of  prob- 
lems encountered  in  the  procurement  and  allocation  of  organs. 

REPORT 

Sec.  376.  The  Secretary  [shall  annually]  shall,  no  later  than  Oc- 
tober 1  of  each  year,  publish  a  report  on  the  scientific  and  clinical 
status  of  organ  transplantation.  The  Secretary  shall  consult  with 
the  director  of  the  National  Institutes  of  Health  and  the  Commis- 
sioner of  the  Food  and  Drug  Administration  in  the  preparation  of 
the  report. 

******* 
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